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Application No. 

09/992,221 


Applicant(s) 

TSUJf ET AL. 


Examiner 

Jon P Weber, Ph.D. 


Art Unit 

1651 





Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

" !I IS Peri -°^ f ° r rep ' y specified above is less than thirtv < 30 > da V s - a reply wi'hin the statutory minimum of thirty (30) days will be considered timelv 

- If NO penod for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication 

- Failure to reply within the set or extended penod for reply will, by statute, cause the application to become ABANDONED (35 U S C § 1 331 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed may reduce anv 
earned patent term adjustment. See 37 CFR 1.704(b). «y «ny 

Status 

1 )E3 Responsive to communication(s) filed on 31 October 2003 . 
2a)S This action is FINAL. 2b)D This action is non-final. 

- 3)D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
Disposition of Claims 

4) S Claim(s) 1-11 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) E>3 Claim(s) Ml is/are rejected. 

7) Q Claim(s) is/are objected to. 

8) D Claim (s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121 (d). 
11 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
Priority under 35 U.S.C. §§ 119 and 120 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f) 

a)DAII b)D Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2.Q Certified copies of the priority documents have been received in Application No. . 

3-D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

13) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 11 9(e) {to a provisional application) 

since a specific reference was included in the first sentence of the specification or in an Application Data Sheet 
37 CFR 1.78. 

a) □ The translation of the foreign language provisional application has been received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 since a specific 

reference was included in the first sentence of the specification or in an Application Data Sheet. 37 CFR 1 .78. 



Attachment(s) 

1) □ Notice of References Cited (PTO-892) 

2) EH Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) O Information Disclosure Statements) (PTO-1449) Paper No(s) _ 



4) Q Interview Summary (PTO-413) Paper No(s). 

5) G Notice of Informal Patent Application (PTO-152) 

6) □ Other: 
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Art Unit: 1651 

Continued Examination Under 37 CFR 1J14 
A request for continued examination under 37 CFR hi 14, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submission filed on 31 October 2003 has been entered. Claims 1-11 
have been presented for examination. 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

Claim Rejections - 35 USC §103 
Claims 1-11 stand rejected under 35 U.S.C. 103(a) as being unpatentable over Inami et al. 
(US 5,298,426) in view of Kim et al. (US 5,559,037), Hansen et al. (US 4,284,412), Hoffman et 
al. (US 4,492,752) and newly added Bentley (1995) and further in view of Kim et al. (US 
5,516,695). 

It is again argued that 1) cell size measurement by light scattering and aperture 
impedance are not functional equivalents, and that 2) absorbance and fluorescence have not been 
established by citation of any reference to be functional equivalents. It is urged that each of these 
cell size measuring methods has different failings and results as indicated by Zelmnanovic et al. 
It is argued that Bentley et al. do not identify erythroblastic cells, whereas instantly they are (Fig. 
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2). Finally it is argued that the invention as a whole is not obvious, i.e., the combination of light 
scattering and fluorescence. 

While it is true that there are somewhat different failings associated with light scattering 
and aperture impedance, however the distinctions are not as great as implied. Both fail with 
overlap in sizes and when fragmenting occurs. Nevertheless a person of ordinary skill in the art 
would recognize these as functional equivalents well known in the art to count and size these 
kinds of blood cells. The person of ordinary skill in the art is aware of the limitations of the 
methods and can assign a margin of error to the measurement. 

It does not seem to be necessary to cite a reference that detecting a cell stain by the 
relevant spectroscopic technique, fluorescence or absorption, are equivalent. Any person of 
ordinary skill in the art would use the relevant spectroscopic method to detect the staining dye 
used. This is an arbitrary matter of experimental design choice. There does not appear to be any 
unexpected advantages of using fluorescence over absorption. It is known in the art for example 
that fluorescence is more sensitive than absorption. Both methods are commonly used in the art 
of blood cell counting. 

Primary reference Inami et al., for example, does discuss erythroblastic cells (see 
abstract). It is not necessary for each of the references to disclose distinguishing erythroblastic 
cells. 

The invention as a whole involves using a combination of light scattering and 
fluorescence. Both of these alone and in combination with each other and other methods are 
known in the art of cell counting as shown by the relied upon references. The function of each 
method is to use light scattering to separate by size, and fluorescent dyes to distinguish different 
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cell types and fragments that are similarly sized. The substitution of one method of sizing for 
another, or one nuclear staining dye for another is an arbitrary matter of experimental design 
choice absent evidence of unexpected results. The advantages of each of the various methods are 
known in the art. The combination in a two dimensional plot to provide total cell counts with 
automated systems is reasonably suggested by the relied upon art. The analysis beyond that of 
Bentley et al. is suggested to be improved software. 

Applicant's arguments filed 3 1 October 2003 have been fully considered but they are not 
persuasive. The rejection under 35 U.S.C 103 is adhered to for the reasons of record and the 
additional reasons above. 

No claims are allowed. 

All claims are drawn to the same invention claimed in the application prior to the entry of 
the submission under 37 CFR 1.114 and could have been finally rejected on the grounds and art 
of record in the next Office action if they had been entered in the application prior to entry under 
37 CFR 1.1 14. Accordingly, THIS ACTION IS MADE FINAL even though it is a first action 
after the filing of a request for continued examination and the submission under 37 CFR 1.114. 
See MPEP § 706.07(b). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
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the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 CFR 
1.136(a) will be calculated from the mailing date of the advisory action. In no event, however, 
will the statutory period for reply expire later than SIX MONTHS from the mailing date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jon P Weber, Ph.D. whose telephone number is 703-308-4015. 
The examiner can normally be reached on daily, off 1st Fri, 9/5/4. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Wityshyn can be reached on 703-308-4743. The fax phone number for 
the organization where this application or proceeding is assigned is (703) 872-9306. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is 703-308-0196. 

My new Office room number will be Rem-03 A45 and my new Office phone number will 
be 571-272-0925 after 15 January 2004. f\ V I ill ^ 




JPW 

18 December 2003 



